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Biotechnology Science Coordinating
Committee.
SUMMARV. This Federal Register Notice
Announces the Establishment of the
Biotechnology Science Coordinating
Committee and publishes the revised
matrix of U.S. laws related to
biotechnology.
FOR FURTNER INFORMATION CONTAW
Dr. Robert Rabin, Assistant Director,
Office of Science and Technology
Policy, Executive Office of the President,
New Executive Office Building.
Washington, D.C. 20W.

Jerry D. ]ennfng%
Executive Director, Office of Science and
Technology Policy.
November 8,1985.

Table of Contents

I. hrtroduction
II. The Biotechnology Science Coordinating

Committee
111.The Revi$ed Regulatory Matrix
I. Introduction

On December 31,1984, the Federal
agencies that insure the safety of
biotechnology research and products
published a proposal for a coordinated
framework for the regulation of
biotechnology. The framework
contained: A concise index of U.S. laws
related to biotechnology, the proposed
policies of the major Federal agencies
that will be reviewing the research and
products of biotechnology a proposed
scientific advisory mechanism for
coordinating the resFonses to scientific
questions raised by applications
received by the various involved
agencies; and, a proposal for ..
interagency coordination of regulatory
activities related to biotec-hnology. The
Federal Rexister Notice requested that

and III. below. The remainder of this
introduction briefly describes the status
of the respective agency regulatory
policies, the agency -b~ised science
advisory mechanisms, and interagency
coordination of regulatory activities.

A revised statement of the regulatory
policies of the Food and Drug
Administration, the Environmental
Protection Agency, and the Department
of Agriculture, and the Occupational
Safety and FIealth Administration will
be published early next ycrI~ the target
date is January 31,1986. The regulatory
policies described in the overall
framework, because of their technical
complexity, require greater time for
review and revision.

The Food and Drug Administration
received 34 comments, one-half from

~ornments be submitted.
Comments addressed both the

agency-specific regulatory proposals
and the science advisory mechanism on
particular issues and offered
su~gestions. The ccmInents have beefi
very useful in helping to refine particular
aspects of the proposals. The
interagency science review mechanism
and the matrix of U.S. laws related to
biotechnology have been revised and
completed. They are the subjects of this
notice and are presented in section 11.

private industry or associations
representing private industry regulated
by FDA. The comments generally
supported the current FDA regulatory
policies for products of biotechnology.

The Environmental Protection Agency
received comments from 68
organizations and individuals.
Commentors addressed: EPAs authority
under the Toxic Substances Control Act
[TSCA) and the Federal Insecticide,
Fungicide, and Rodenticide Act [FIFRA);
EPA’s proposed definition of “new”
microorganisms and the scope of the
premanufacture notice requirements
under TSCA, the need for interagency
coordination the need for a scientific
review mechanism and other issues.

The Department of Agriculture
received w comments plus an additional
15 references included in comments
submitted to OSTP. These comments
addressed both research and regulatory
issues concerning efficacYj safetyl and
environmental considerations for plants
animals, and microbes in the
agroecosystem. The two largest
categories of respondents were business
and academia, followed closely by
associations representing these
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intercstS.
The Occupational Safety and Iiealth

Administration separately published a
notice in the Federal Register, April 12,
1985. Comments to that Notice
supported OSHA’S proposed approach
to consider specific regulations for
biotechnology in the event that
genetically engineered organisms
present a significant hazard that cannot
be dea!t with by existing standards.

The National Science Foundation, the
~eptirtment o! Agriculture. and the
Environmental Protection Agency are
developing agency-based science
adviso~ mechanisms to provide expert
advice when needed. These agency-
based committees will address agency-
specific science issues related to

griculture and the environment, and
hus serve to augment and complement
he on-going role of The National
nstitutes of I iealth Recombinant DNA
Jdvisorv Committee relating primarily
‘obiom~dical research.

The National Science Foundation will
ltilize the Advisory Committee for
3iological, Behavioral and Social
Sciences on issues relating to the rmcds
and impacts of NSF sponsored research.
This committee is advisory to the
Director of the Foundation, and to the
Assistant Director for Biological,
Behavioral and Social Sciences.
Members include approximately 10
persons selected from the scientific
community for their eminence in their
respective fields. They represent a
broad range of disciplines within the
biological, behavioral and social
science. The chairperson is appointed
from within the committee membership
by the Assistant Director for Biological,
Behavioral and Social Sciences.
Subcommittees composed of selected
outside experts in a specific field, will
continue to serve as a means for
obtaining special expert advice on
selected topics. Meetings of the
committee are open to the public except
when a written determination is made
that a meeting or portion should be
closed pursuant to exemptions under the
Government in Sunshine Act, Section
552b, Title 5, United States Code.

The Department of Agriculture will
establish a Committee on Biotechnology
in Agriculture (CBA) to assist in
assuring that research and regulatory
decisions are based upon the best
available science. The CBA will be
under the co-jurisdiction of the
Assistant Secretary for Science and
Education and the Assistant Secretary
for Marketing and Inspection Services.

The agency-based committee for the
Environmental Protection Agency is
being established and will be
announded in the Federal Register no
later than January 31,1986. The Food
and Drug Administration does not
intend to establish an advisory
committee dedicated specifically to
biotechnology. FDA has in place a ~
number of mechanisms to insure
available scientific expertise including
FDA advisory committees organized
according to areas of clinical
applications (e.g., metabolic and
endocrine drugs; vaccines; blood and

hbod products and the like)
In addition to the coordination d’

scientific review, the Federal Register
Notice of December W, 1984, recognized
the need for coordination df regulatov
activities of the federal government. It
was noted that an interagency
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mechanism is needed to faster timely
and coordinated decision making via
interagency communication on matters
of regulation; discuss matters of
jurisdiction among agencies: serve as a
M:? Ch:,r, iSin lJy tv!l;:;l u~i;ncie$ can raise
;mhlw concerns; and consider generic
approaches for translating risk
assessrceni information into policy
tlccisions.

Also recognized was the need for this
{;ontinning coordination mechanism to
address the broader issues within the
w~ulatm-y process itself. “Although at
the present time existing statutes seem
adequate to deal with the emerging

processes and products of modern
hiotcchnoiogy, there are always
potential problems and deficiencies in
‘he reg,llatory apparatus in a fast
moving field. We be]ieve this
interagency coordinating committee
should mwitor the changing scene of
biotechnology and serve as a means of
identifying po[ential gaps in regulation
in u timely fashion, making appropriate
recommendations for either
administrative or legislative action.+’

The Notice concluded that for the time
i)eing the Cabinet Councii Working
Group on Biotechnology established
under [he former Cabinet Council on
iNatural Resources and the Environment
could serve these needs and, when its
activities were completed, some other
interagency coordinating committee
would be established to continue this
effort.

Since the date of the former Notice,
the Cabinet Council Working Group on
Biotechnology efforts became the
Domestic Policy Council W’orkicg Group
on Biotechnology. That new Working
Group is now serving these needs. As
with the former Working Group, the
Chair is the Director, Office of Science
and Technology Policy. He is now
assisted by the Assistant Director for
Biological, Behavioral and Social
Sciences of the Nationai Science
Foundation, and staff support is
provicied by the Office of Science and
Technology Policy. This Notice reflects
the effort of the Domestic Policy Council
Working Group.

H. The Biotechnology Science
Coordinating Committee

The Federal Register Notice of
December 31,1984 proposed the
establishment of a two-tier mechanism
for addressing emerging scientific
questions. A lower tier, agency-based
science advisory committee(s) would
provide guidance to an’agency. A
second tier, parent board in the form of
an advisory committee would provide
interagency review and coordination, At
~hc first tier the research-sponsoring

agencies (N[H and NSF] and the
regulatory agencies (Agriculture, EPA
and FDA] would utilize their respective
science advisory committees for outside
expert ~uidance in answering scientific
questions r2ised by applications seeking
approval for scientific research or for
product testing or marketing. For NIH,
the agency-based committee was
identified as the Recombinant DNA
Advisory Committee (RAC). This agency
approach, however, was not thought to
be sufficient for inter-agency
coordination in an area of such rapid.
and scientific progress. h particular,
new scientific issues arising frequently
could be of concern to several qgcncies.
Thus, there should be a formal
mechanism for communication and
coordination among the involved
agencies for emerging scientific issues
and their review as conducted by the
agency-based scientific zdvisory
committees.

Accordingly, a Biotechnology Science
Board [BSB) was proposed that would
be chartered by the Department of
Health and Human Services, reporting
to the Assistant Secretary for Health.
The f3SElmembership would include
members fmm each agency-based
science advisory committee. The BSB
would:

Receive from each agency a summary of
each application relating to recombinant
RNA, recombinant DNA, or cell fusion which
is submitted to one of the agency-based
scientific advisory committee and may
make a request to the submitting agency that
another committee or the parent board itself
under(ake u review of a specific proposal or
classes of proposals+

Rek-iew committee reports, rwdacted and
suppl~mentecf as stuted above.

Evaluate review procedures set by the
agency-based scientific advisory committees.

Conduct analyses of broad scientific issues
invollfing rRNA. rDNA, or ceil fusion and
other processes as needed.

Develop generic scientific guidelines that
can be applied to similar, recorring
app!ica[ions.

I%ovide a forunl for public concerns.

‘i’he comments to the proposal raiaed
various concerns. Of the seventy-nine
submitted to OSTP, almost half
addressed some aspect of the BSB. The
structure of the Board received many
comments. Twenty-five comments
reflected concern that the two-tiered
structure with two levels of science
advisory committees was too
cumbersome, and that the possible
double review procedures would impose
unreasonable delay and become a
disincentive to development of new
biotechnology products. Eight were
concerned with the ability of the BSB to
protect confidential business.
information. Sixteen expressed the view

that the BSB should function as a “super
RAC” (a multiagency version of the
successful NIH Recombinant DNA
Advisory Committee) and they
exprc.wed a desire to Lam=.it
c]rganizationaily located within the
offlr;e of the A~sistant Secretary for
Health, liHS. Seven were concerned
that a BSB would detract from the RAG
impairing its stature and function.

Other opinions were expressed that
the BSEkshould set guidelines on policy
for scientific review, but should not be a

“review board; should provide advisory,
not binding reviews; should review an
application only at the request of an
agency and, should include etnicai and
social considerations in a review.

In !ight of these concerns,
modifications to the BSB were
considered. There remained a general
consensus that coordination of science
questions arising from applications
received by the research and regulatory
agencies was very desirable. However,
there was no need for a second level
advisory committee review.
Accordingly, it was recognized that
interagency ”information sharing and
coordination could be effectively carried
out by a structure offering interagency -
coordination rather than by an advisory
committee.

An interagency coordinating
committee composed of senior
representativea from the involved
agencies including NfH, NSF,
Agriculture, EPA, and FDA could serve
these needs. This iiiteragency committee
could prov’ide federal agency officials
from different agencies a forum for
discussing scientific questions raised in
regulatory and research applications
and, thus, make available a wider
understanding of emerging scientific
questions and promote consistency in
a~ency approaches. Because only
federal officials would be involved,
scientific data contained in commercial
and research applications made to
agencies could be shared since
confidential business information or
other proprietary data could be
appropriately protected. A coordinating
committee could address issues of
public concern brought to it by the
agencies and could hold meetings open
to the public.

With a decision to establish an
interagency coordinating committee, the
question of the proper location for the
committee was considered. HHS had
been the proposed organizational
location for the BSB however, several
factors suggested that another location
might be preferable. HHS contains
within it two groups that would be
members of the coordinating committee,
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namely the NIH and the FDA.
Maintaining the committee within HHS
could give the impression of a bias
toward an HHS point of view. Also
locating the committee within HHS
might raise the appearance of rivalry
between it and the NIH RAC, even
though the functions of the RAC and the
coordinating committee would be very
different. Similarly, placing the
coordinating committee within another
research or regulatory agency could also
raise the appearance of an agency bias
or the appearance of a conflict between
the coordinating committee and the
agency’s agency-based science advisory
committee. In fact, in light of all factors
considered, a location apart from anY
single regulatory or research agency,
seemed to be the preferable
organizational location.

The Federal Coordinating Council for
Science, Engineering and Technology
(FCCSET) appeared to be a suitable
organizational location and structure
under which to place functions of the
coordinating committee. The FCCSET is
a statutory interagency coordinating
mechanism housed within the Office of
Science afid Technology Policy,
Executive Office of the President, with a
mission to coordinate federal science
activities among federal agencies.
Committees are established under
FCCSET to address particular science
concerns. Accordingly, a FCCSET
committee is being established to
coordinate science issues related to
research and commercial applications of
biotechnology, the Biotechnology
Science Coordinating Committee
(BSCC).

The charter of the BSCC clearly
establishes its interagency coordination
role. The purposes of the BSCC are to:

Serve as a coordinating forum for
addressing scientific problems, sharing
information, and developing consensus:.

Promote consistency in the development of
Federal agencies’ review procedures and
assessments.

Facilitate continuing cooperation among
Federal agencies on emerging scientific
issuew and

Identify gaps in scientific knowledge.

The charter of the BSCC provides for
the sharing of information related to
scientific questions raised and
authorize the BSCC to receive
information regarding the scientific
aspects of biotechnology applications
submitted to federal research and
regulatory agencies for approval. The
BSCC will conduct analyses of broad
scientific issues that ex!end beyond
those of any one agency and develop
generic scientific recommendations that
can be applied to similart recurrin8
applications. And the BSCC is
authorized to convene workshops and
symposia, and coordinate special
studies related to scientific issues in
biotechnology.

The members of the BSCC are senior
policy officials at each of the involved
agencies. Initial members of the BSCC
are:

Department of Agriculture
Assistant Secretary for Marketing and

Inspection% ServiceS
Assistant Secretary for Science and

Education
Department of Health and Human Services

Commissioner, Food and Drug
Administration

Director, National institutes of ~~e~llth
Environmental Protection Agency

Assistant Administrator for Pesticides and
Toxic Substances

Assistant Administrt]tor for Research and
Development

National Science Foundation
Assistant Director for Biological.

Behavioral & Social Sciences

.,

The BSCC is chaire’d by the Assistant
Director for Biological, Behavioral and
Social Sciences of the National Science
Foundation and the Director of the
National Institutes of Health on a
rotating basis.

The BSCC will meet on a periodic
basis depending on its workload. The
BSCC will discuss emerging scientific
questions raised by biotechnology,
brought to the agencies in research or
regulatory applications. The BSCC will
not conduct a second level review of
applications and. therefore. will not
delay agency decisionmaking. On the
other hand, it is hoped that the general
information dkcussed at BSCC meetings
and other information shared will
provide an information base to agency
officials that will in fact assist them in
evaluating new applications.

The BSCC will seek input from the
public on issues of generic interagency
concern. For such issues, BSCC meetings
may be open to the public, and BSCC
prepared written guidance may be
available for public comment.

111.Revised Regulatory Matrix

The matrix outlines laws, regulations
and guidelines that may be applicable to
biotechnology products at some point in
research, development. marketing!
shipment, use or disposal. To aid in
understanding current requirements, the
matrix has been divided into se~’en
parts which have been cross-referenced
when necessary:

1. Licensing and other premarketing
requirement%

11.Post marketing requirements;
111.Export controls:
IV. Research and information gatherin$
V. Patents;
VI. Air and waler emissions: and
VII. Requirements for Federal agencies.

BILLING COOE ~16041-M
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ir the production ark
:estingof nw drugs
N_@biological
?K@W4 by KWA
p3@JpQi9ffy’!

F’HSAct Section353
(42 USC ?63@)

V:rus-SerumToxin Act
(21WC 151-i$8)

Regulations:
9 CFR 101-117and

122-123

mm’s Licwcirw
Poli~ foK Bio16gi-
calspFcdu@d by rDN

veterinary$epdcw
Memwndwn thurb=
!x)o.68

DESCRIPTION

E13Atechnicalguidaneafor
nsw productapproval

Licensersqciredfor clinical
laboratoriesengagedin inter-
statecormrce

Licenser~UiKSd fOK any
virus,serum,toxin, or
analogousprrductintendd fot
use in treatmentof dorestic
animls whichare shippsd
interstateor in@rtd. Regu-
l~t!o~ coocainstatia~ds of
efficacy, Puri W, safety and
potency. Theyalsocontain
lakx21ingprovisions.

USDAts@nical guideline
reviswing prrXiuction and test
considerations for evaluating
rrxwt pr@uct 1i tense appl ica-
ticxw.

USQA policjand proceduresfo
nsw productlicenseapplicant

Al?FEXXWJ
PRoD3crs

OR
PFwXESSES

Hurendrugsand
biologice

Laboratoq’
services

9 CTR 101.2(W)
defines“biologi-
cal prrducts”to
man “all
viruses,serums,
toxins,and
analcgous
prcductsof
naturalor syn-
theticorigin,
suchas diag-
nostics6anti-
toxins, vaccines,
livemicroorgan-
isms,killed
microorganisms
and the antigenic
or immunizing
componentsof
microorganism
intendedfor use
in thediagnosis,
treatnrmt,or
prevention of
diseasesof
animls.~’

Veterinary
bidogica and
diagnostics

Veterinary
biologicsand
~iagnostica

AFFECY’ED
MENCIES

HHS-EDA

HHs-mc
HHS-Healtt
Care
Financim
Admin.

USUA-APHI:

USOA-APHI

USUA-APHI

CROSS-lU3FlXtSNCES

USDAdecisionsare
subjectto N~A. The
definitionof drugs it
the FD&CAct includse
biologicalprcducts.
The FlJ6CAct (21USC
391)and its regula-
tionsexemptbiologi-
cal productsregulat=
undertheVST Act.

NOTES

WJ InvestigationalNe+IDrug (INO)
md biologicallicensesand/orn=
irugapprovalsare required cur-
rent ly with rONAtechnologyeven
if the activesutstanceis identi-
:alin mieqda~ stqt@ure W 4
?reviouslyappFovq3ppduct.

romeet 1icensurersquirenmts,
Laboratoriesrmstmet proficiency
testing,qualitycontrol,arid
2ersonnelstandards.

JSDA’s1itensingpolicyfor conven-
tionalor r0N3deriyedvetekim~
~~obgice is on a prr@uct-by-
productbasis,and reqviresthat
al1 licenseapplican@ ~or rlJNA
productsconplywith the WH
“Guidelinesfor ReqearGbTPvo\vin9
RecombinantDNA Molecules.”

Each veterinarybiologicproducti:
review~ as a singleentity. U8DA
evaluateseach licenseapplication
for conventionalQr tDN~biolsqice
to ensure~r: cy,potency,safety,
and efficacy.

Teshnicalguidelinesused for
licensingproductsdevelqed
throughrDNAor hybrid-
technolqy.

2
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IIJTHORITY
‘OR

GUIDSLINE

Memorandumof Under-
standingbetweenust
and EDA forDefinin$
Jurisdictionof
AnimalDruas. (see..——
,d~ET?26451j,June 18
1982.)

ToxicSut6tancea
ControlAct (TWA)
(5USC 2601-2929)

SWtiOn 5(a)(1)(A)

Saction5(h)(3)

Section5(a)(1)(B)

DESCRIPTION

Agreementb+?tweenAPHISacd
fDA regardingresponsibility
for regulatinganimalbiologi
products as biolcgics urder
the VST Act or as drugsunder
the FD&CAct.

TSCAa~lies to “chemicalsub
stances”definedas ~’any
organicor inorganics~bstanc
of a partialarnmle.mlar
identityincluding...anycan-
binationof suchsuktances
...moxring in nature...l’
‘ISCArequirespremanufacture
reviswof new chemicalsub-
stancesand authorizesrqula
tionof nm and existing
sutstacces.—

Requiressuhnissionof pre-
mnufacturenotice(Pm) for
“ne.ichemicalsubstances”

Exerqtsresearchand develcp-
rentactivitiesfromPFN
requirements

!uthorizeaSPA to rquire by
w le reportin.gbefore“cherni-
Salsubstances!’are used for
‘significantnew uses”

AFFECTED
PRoalcrs

OR
PRWESSES

Veterinary
biolcgics or
drugs

Industrialchem-
icalsprcducedb
genetically
engineered
organism or by-
products(e.g.,
enzyms); organ-
ism used in gen
eral industrial,
conrrercial,and
consumerapplica
tions,suchas
waterP1 lution
control,mineral
leaching,drain
cleaning,etc.;
organism used
to tie TSCA or
Fe3eralInsecti-
cide,Fungicide
and Rdenticide
Act (FIFRA)
chemicals

New pralucts
(includingorgan.
isms)USEKIfor
prpcses listed
above

Organismsand
othersubstances
used in the lab;
prcxiuctssold
solelyfor R&P
use (e.g.,
restriction
enzymes)

TWA chemicals
proposed for ncw
use

AE&l’m
?GEWIES

HHS-EDA
USIA-APHI

ETA,ager
ties that

ture
“chemical
sut6tan-
ces” for
ccxnnercia
p.uqwses.

=A

i?PA

?PA

cRcss-REPE~

Drugs,biologics,
f005s,facdad3itives
Ccsn=tics,pesticides
and tobaccoand tobac
co productsare
excludedfrmnTSCA
review.

.

NOTES

Providesbreadrangeof authority
over “chanical sutstanc.es.”

Mandatoryrquirerrent.;90-day
reviW, expendablefor “gccdcause”
to 180days. FPAtrust~ke a find-
ing of pctentialriskor exposure
to regulate. R&D in ermllquanti-
ties (includingsmallquantitiesof
biotechnologyR&D)are exenptfrcm
PFtI. “Smll guantitiea”as defin~
by rule wculd exerrpt rmst field
testing.

Discretionary.“Significantnew
uses”rust te definadby rule. No
regulationsarrently ii placethat
affectbiotechnolqy.
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NJ’ITtORITY
OR

GUIDELINE

Regulations:
10 @R 720

FtieralInsecticide,
Fungicideand
Rcx3enticicleAct
(FIFRA)
(7USC 136-136Y)

Section3(c)(2)(A)

Section5

Section25(b)

Peculations:
40 CFR 158

DIG$CRIPTION

?FtJrsquiremmts

~ires registrationof
Pest=es beforedistritutior
m use (pesticidebroadly
definsdas “anysubstanceor
nixture,..intendedff?rpre-
venting,destroying,repllip<
or mitigatingp~ pest,@
...intendedfor use as a plan~
rWlant, defoliant,or
dessicant.”)

AuthorizesEPA to publish
“guidelines”specifyingkinds
of informationneededfor
registration.

AuthorizesEPA to issue
exp=im=ntaluse permitsfor
limiteilusest=eforeregistra-
tion,

AuthgrizesEPb ta exqt a
pesticidefrqnregistZ~tiQn.

Data requiremsmtsforpesti-
cide registrationincluding
qeneticallvwdified microbia
bticides’

AF.PmFD
PRKXXKXS

OR
PWCESSES

I’SCA‘Chemicals

3iological
~sticides
(e,g.,micro-
DrganimnsQZ
theirchemical
pxoducts),

Microbial
pesticides

Al?FWIWO
ffiENCIFS

EPA,
agencies
thatiranu-
facture
“new
chemical
sub-
stances”
for cun-
mrcial
purposes.

EPA,
3SOA-FSIS,
HIS-FDA

EPA

EPA

EPA,
U.SOA-APHJ;

EPA

CROSS-REFERENCES

I@A setstolerance
levelsforpesticide
residuein the focal
chainwhichEDA ard
USDA-ESISenforce.

USDA has responsibil-
ity for higherplants
and aniw 1s thatare
considerd pesticides
(4o CFB 162.5(c) (4)).

S?ction 3 of FIFRA

NW!=

Interpretsmandatorystatutory
requirenmts.

Pesticidesdefinedto includeliv-
ing organisms.EPA reviewpried
couldvary frcmone to several
years. Fo.xtee~ microbial pesti-
ci~s (non-engineered)ha= been
a~roved.

120 day reviewperiod;can bs
extended.

Higherplantsand animalsard
certainphermmme attractantshave
beenexenpted.

Includesdata rsquirementsfor
microbialpesticides.Testing
requirementsare tiered~with-~re
conpl{c?tedtestsreqqiredwhere
certaincriteriaaremet. Ackli-
tionalreqyiresrsntsfor genetical~
nrxlifiedand othermicrobialpesti
tidesdeterminedon a caseby-case
basis.

Y
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AUTHORIIY
OR

mIDmINE

40 CFR 162

40 CJ?R172

WicrobialPesti-
cides;InterimPolicy
on StrallScaleField
Testing”
(49FR 40659 (1984))

Guidelines:Pesticide
(SubdivisionM)
Asseasrm?ntGuidelines
(October(1982))

ReorganizationPlan
No. 3 of 1970,
Section2(4)(5USCA
APP.)

Regulations:40 CFR
162.7(d)(3)(v)and
162.18-4(a)(4)

Guirlelines:

“Guidelinesfor
ResearchInvmlving
RecombinantDNA
Molemles”
(49FR 46266 (1984))

DESCRIPTION

Pesticideregistration ‘
regulations

Experirmsmtaluse permit
regulations

FPA~li~ requiringnotifica
tionpriorto srrallscale
fieldtestswith certain
microbialpesticides

Providesguidelinesfordevel
opingdata requiredurxler
40 CFR 158.

AuthorizesEPA to establish
tolerancesfor pesticide
residuesin feedchain

Requirestolerancesbefore
registration

S~ifies practicesforcon-
structing anclhandlingrDNA
moleslesand organismsard
virusescontainingrDNA
nmlecules.Con@iance is
r uiredfor institutionstha
=su~rt for rDNA
researchfrcmNIH.

AFFKTED
PRODUCTS

OR
PRCCESSFS

Microbial
pesticides

Field-testsd.
microbial
pesticides

Microbialpesti-
cidescontaining
nonindigenous
or genetically
alteredmicro-
organisms

Microbial
pesticides

Pesticideprcd-
ucts usedso as
to resultin
residuesin feed
chain

Pesticidesto be
registeredfor
focalor animal
feeduse

All rONA researcl
corKluctsdby
institutions
receivingNIH
supportas well
as NIH itself.

AFFmED
?GENCIFS

EPA,
USOA-APHIS
001

EPA

EPA

EPA

SPA,
HHS-EDA,
USDA-FSIS

FPA,
HHS-EDA,
USOA-FSIS

All
invoIved
in rDNA
research,
primarily
HHs and
USDA. Ad-
ministered
by HHS-NIt
with the
adviceof
the rDNA
Advisory
Crnndttee
(RAc)

CROSS-REFERENCES

Section3 of FIFRA;
Biolcgicaicontrol
agentsregulatedby
USDA,DOI, or other
Federalagenciesuncle]
expressstatutoryau-
thority not included.

Section5 of FIFRA

Section5 of FIFh
and 40 @R 172

FD&CAct Swtions 406
408,409
EPA setspesticide
standardswhichare
enforcedby EDA and
USOA.

BiotechnologyR&D
exemptfromPFN
requirementof TSCA.

A~Iies to viruses,bacteria,pro-
tozoa,fungi,etc., usedas pesti-
cides. Does not a~ly to higher
plantsand animsls.

120day reviswpsriodwhichcan be
extended;for landuses,generally
only needpermitif testcovers
more than10 acres,lxt I:PAhas
authorityto requirepermitsfor
lessthan10 acresundercertain
ciro.mwtances.

A~lies to testsconductedon 10
or lessacresof landor 1 or less
acreof water (i.e., sm.s)1 scale
fieldtesting)

Voluntarycompliancefcr institu-
tionsthatreceivenc Nillr13NA
researchfunding.

5
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I
AFFSCTEO

DESCRIPTION
PF?.mJcrs

OR I
?UTHORIT’f

OR
CIJIDELI!JE

——

,,pointsto consider
in thedesignand
submissionof human
scmatic-eel1 gene
therapyprotocols.”

IA. Owupational
Safety

l!Biosafetyin Micro-
biologicaland Bio-
medicalLaboratories

I
IoccupationalSafetY
andHffllthA&
(29ux 651 et SEW.)

I
I

PFTXESSES

‘JIHtechnicalguidancefor A1l humansomatic

?reparingproposalsinvolving cellgene theraPY

humangene therapyforcon- researchcon-

siderationurderSsctionIII- ductedby insti-

A-4 of theNIHGuidelinesfor tutionsreceivi~

ResearchInvolvingR_inant ;eHISQ:P~;as
DNA Molecules.

itself.

I

I
I

I
CX/NIH manualwhichdescribes All clinical,

combinationsof stardardand pblic health,

s~ial microbiolqicalprac- and privatediag

tices,safetyequipn=nt,and nosticlabsand

facilitiesthatconstitute researchlabs
biosafetylevels1-4 and serve usingpathyenic
as recarrnendationsforworking mlcroorganl~s.
with a varietyof infectious
agentsin the lab.

Regulationof theworkplaceto Exposureto

assurethatM employeewill inorganicand

sufferdiminishd healthas a organicchemical

resultof conditionsin the andmicrobial.

workplace;authorityto put-
lishstandardswithwhich
smployersmust canply;author-
ity to furdresearchand dev-
elqxcent;authorityto “dffi-
cribeexposurelevels”(risk
assessment). No licenseOK
premarketapprot,alrequired.

WS-NIH

All
involvsd
in diag-
nostic
public
healthand
resear~
13+S, USDA,
EPA

DOL-OSHA,
HHs-mC-
N1OSH

I

I
r
I

I

[n settingstandards,
thesecretaryof La~
my use information
?rovidedby “an inter
estsxjperson”includ-
ingtheNIEHSandWI
of NIH, theNBS of
Cannerce,,NIOSHOf
~, the N’IT’of HNS.
NIOSHrec~etis
standardsto OSHA.
fXHA has the ability
to regulateany work
placeso that,no
matterwho approves
giventechnologyor

NOTES

Voluntarycompliancefor all
F~eral, State,and privatelabs.

9

The statuteusesseveraladjectiw
thatare subjectto interpretation
suchas seriousphysicalharm ard
materialmpai=nt of health.

The .%cretaryof Labormay grant
a waiver to standardsundercer-
tainspe=ificand narrowly define
conditions.

Standardsmay te effectiveimnsdi-

1 atelyin casesof imninenthazard.

I
I

I

In’@rtant: stateshave the right
to enforcetheirw standards
whereno Fe3eralstandardsexist

environmentalrelease, ad theyhavethe rightto admi~
C6HAcan intervenetO isterFe3eralstandardsurderplans
protectsrnplOyeeS. approve3by theSecretaryof Labor.
Note:The MineSafetY
and HealthAct will
applyin similar
fashionin thosecases
wherebiotechis uS4
to extractminerals.

6.
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AFEWXD
?iJTHORI’IY

OR DESCRIPTION
PRoMlcrs AFFECTED

OR
CROSS-REFERENCES NOTES

XSNCIFS I



~ ?UTHORITY
OR

GUIDELINE

Regulations:

29 CFR 1900-1910
WorkplaceStandards

30 CFR 11 Workplace
RespiratorStandar@

~ CFR 1910.20Ames
to ERP1q@e Exposure
and MedicalRecords

29 CFR 1910.1200
+azardCommunication

FSCASection6

DESCRIPTION NOTES
PRolYJcrs AFFwTm

OR XSNCIES
CROSS-R!?FERENCES

PRXESSES

.%ts rqlatoq staar~ fo
spsdfic werkplacehazards

Sets a regulatorystandardfc
respiraters

Providesaccessto plant
informationon toxicsub-
stancesand harmfulphysical
agentsand to ndical monitor
ingdata relatd to exposures

Requiresmanufacturersand
l~rt:rs tO evaluatehazar~
>ftheirprcductsand ccmnmni.
:atethis infornwitionto
~loyees throughlabels,
materialsafetydatasheets
md training

Mthorizea SPA to regulateth(
manufacture,processing,dis-
tributionin canrrerce,use,
md dismal of “chemicalsub-
stances”

IPrirarily toxic
chemicals

I?espirabletoxic
substances

Toxicsubstances
and physicaland
biologicalagent

Toxicsut6tances

‘TSCA“chemica1
substances”

I I

HHs-mc-
NIOSH
D3L-Mine
Safetyan
Health
Admin.
(KSHA)

COL-lXHA
liHEX3X-
NIOSH

CX3L-CSHA

fPA,CPSC,
awr+,00T

C6HA and KSHA requir~
adherenceto respira.
tor standards

dardswill ke devel~ ic the
eventthatexistingstandards
proveinadequate.

NIOSHhas a regulatoryrolehere.

Cculd includebiologicalagsnts

Discretionaryauthoritycan te
exercisedif EPA findsa sukstance
“wi11 present”an unreasonable
risk. Can b used to impose@n-
trolsthrrughall phasesof manu-
facture,processing,use and
~isposal.UnlikePF?Ja,]th>rity
(S-. 5(a)(1)(A)), Section6 can
0s a~lied to R&D Suhstdnces.No
%rJlationaffectingbiotechnology
ineffect.

,.

. .
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/LITHORITf
OR

GUIDELINE

40 CFR 270

MarineProtection,
Research,and
SanctuariesAct
(OceanDqing)
(33Usc 1401-1445)

Section102,103

Regulations:
40 CTR 227-228

D. OtherContainnt?nt
and Transporta-
tionRequirerents

FederalMeat Ins~-
tion Act (21USC 601
et seq.)

Regulations:
9 CTR 301 et SW.

PaIt@ and Parltry
PrcductsInapection
Act (21USC 451 et
seq.)

R~lations:
9 CFR 381

DESCRIPTION

Hazardous waste perrni t prograrr

Prohibitsoceandunpingwith-
out a permit,authorizesEPA
to issuepermitsfor dumping
allmaterialsexceptdredged
materialsand materialssp-
ecificallyprohibitedby
statute.

Criteriafor approvingper-
mits;prohibitsrimpingof
wastescontainingliving
organisrrsthatwculd endanger
healthor the en’vironment;
exemptsdredgedmaterialfrom
thatprohibition.

Regulates,thrmgh mandatory
ins~ticm, the slaughtering,
preparation,labeling,trark-
ing,distributionof meat ard
neat feedproductsto prevent
“adulterate’or “misbranded”
meatand rreatfod products
franenteringcannsrce.

Regulates,thragh mandatory
ins~tion, the slaughtering,
preparation,distribution,
disposition,nerking,and
labelingof paltry ard
paaltryprcductsto prevent
“aduiterated”or “misbrandd”
poultryand ~ltry prducts
fromentering ccmnwrceo

AFFF.cTm
PRXYJCI’S

OR
PRfxEssEs

Microbial
prcducts used
in pollution
control;waste
and byprducts
frcmmanufacture,
use,etc.

Meat and meat
focalprrducts
(specifically
cattle,sheep,
swine,goat,
horse,mrle,or
otherequine).
Sse definition
in 9 CFR 301.2
(tt)and (vv)

Paltry (specifi-
cally,any dom-
esticatedbird--
chicken,turkey,
ducks,geese,or
guineas,whether
liveor dead)ati
paltry prcducts,
See definitionir
9 CFR 381.1 (40)
and (41).

AFFmsD
PGEIJCIES

EPA

EPA,COrP
of Ecgin-
eers

~A, COW
of Ergin-
eers

USDA-FSIS

USDA-FSIS

CROSS-MFEIWNB’

Corpsof Engineers
authorizedto issue
psrmitsfordredgsd
rmterial.

EDA sets residue
tolerancelevelsfor
animaldrugs in foo3-
chainanimals. IDA’S
regulatory authority
is fwti in 21 CFR
556.

NOTES

—

,
Both theFederalMeat Inspection
Act and thePaltry and P-altry
PrcductsInspectionAct determine
whetherregulatedarticlescontain
ary “biologicalresidues”(see
definitionsin 9 CFR 301.2 (22)ant
3S1.1(7),and ccntainspecific
recordkeeping,hying, selling,ani
transportationrequirementsaffect-
ing foreign,interstate,and intra-
stateCcrmn2rce.

10
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PUTHORITY
OR

~IDELINE

HazardrmsMateriala
TransFOrtationAct
(49USC 1801et seq.;

Regulations:
49 C2?R107,171-177

PHSAct Section361
(42USC 264)

Regulations:
42 CFR 71-72

Section102,Organic
Act of 1944,as
amended,and theAct
of April6, 1937,as
amended(7USC 147a,
148,148a-e)

Regulations:
7 CFR 300-399

DESCRIPTION

Regulation of transportation
of hazardous rmterials.
Shippers must registerwith
~ Authorizeshaltof
shippinginnrediatelyfor
“imninenthazard.”

Authorizesregulationof
introductionad controlof
catmunicablediseases,inter-
statetranspmtationof etio-
logicagentsand inpertation
of etiol~ic agentsard
vectors.

Generalauthorityto “carry
out rperationsor rmasuresto
detect,erradicate,suppress,
control,or to preventor
retardthe spreadof plant
pests.“ Providesfor in~-
tionof plantsand plant
productsofferedforexport.

ivmicTR3
Pmcrs

OR

Etiologicagents

Etiolcgicagents

“Plantpests”ar(
definedas: “any
livingstageof
any insects,
mites,nematcdes
slugs,snai1s,
protozce,or
otherinverte-
brateanimals,
bacteria,fungi,
otherparasitic
plantsor repro-
ductive@rts
thereof,viruses
or any organisns
similarto or
alliedwith any
of the foregoing
or any infecticu
substanceswhih
can directlyor
indirectlyinjun
or causedisease
or damagein a~
plantsor parts
thereof,or ary
prceassed,nmu-
facturedor othe
prrductsof
plants.”

fGfXISS

Oo’r-ofcof
Hazardous
Materials
Rsgulatiot

HHs-m ,
EDA,NIH

UEZV+APHI:

CROSS-REFEREWCSS

DOT consultswith the
102whichis respon-
siblefor enforcement
where it has author-
ity. ~ has an
agreementwithEPA
(RCRA)on duplicatiw
authorities.

EPA alsohas authoriq
overorganism that
cculdact as plant
pests.

NOTES

I
May regulatepacking,labeling,#rdI
routing as well as the ~nufacture
of packaging. Secretary my exenpt
ship~rs if thev achieve a level of
safe-~highert~anthe levelof
safetyrsquired or if no standard
existsand ~blic safetyis main-
tained.

The requirementsof tk,isregulation
are in additionto ati not in lieu
of any otherrequirementsof COT,
USDA,-or EPA foi i~ortationor
interstatetransport.

Authorityextendsto cooperative
actionwithStatesor pelltical
subdivisions,farmrs associations
and similarassociations,individu-
als and governmentsof Western
HemisphereCcuntries.

11



XJTHORITY
OR

GUIDELINE
—

@deIal PlantPest
ict,as .anrm3ad
[7usc 150aa-jj)and
?lantQuarantineAct,
isarmded (7(JEX
L51-!.64a,166-167)

?ffiulations:
7 (’FR300-399

“AnimalQuarantine
Lzas“

(21lJSC102-105;
21 USC 111;
21 USC l14a-l14h;
21 USC 115-130;
21 USC 134-134h
21 U% 135-135b)

Regulations:
9 CFR 1-199

DESCRIPTION

:eneralauthorityto regulate
the irprtationintoand the
disseminationwithintheU.S.
of plantpests,nurserystock,
and otherplantsand plant
prcducts, ard any prcduct or
article whichmay containa
plant~st at tim of rove-
ment.

AuthorityforUSDA to inprt
for scientificor experimental
purposesany classof nursery
stock,plants,fruits,vege-
tables,roots,tulba,seeds,
or otherplantproductsfor
which importationnviyother-
wisebe forbidden.

In general,the animalguar-
antinel-s regulatethe
importation,exportation,and
interstatenuvenmt of certair
aninds to preventthe intro-
duqtionor spreadof conrmni-
cableciiseasesof anixra1s or
of thecontagionof any con-
tagious,infectious,or com-
municablediseaseof animls
or/arY3livepxltry.

AFFECTED
PFsJcucrs

OR
PFCCESSES

“plantpests”are
~efinedto be
consistentwith
thedefinition
of “plarltpests“
in SW. 102 of
theOrganicAct.

21 Ux 101-105
regulates cattle{
sheep-@ other
ruminants”and al:
wine inported
intoor intended
for exportfrom
theU .S.

21 USC 111 r~-
latesthatwhich
couldintrdxx
or causethe
disseminationin
theU .S.of the
contagionof any
contagiCUS,
infectious,or
cmnicable dis
ease of anirmls
a@ ’or live
p@Jltry.

AFFErlw
?GENCIES

CROSS-REFEIU3JCES

JSDA-APHIS

USDA-APHIS

I i

NOTES

AuthOZityto bringcivilarxl
criminalactionsfor violations
of theAct or regulationspromul-
gatedthereunder.

USOAtraystop,andwithouta war-
rant,inspect,search,seize,
examine,destroyor otherwise
disposeof specifiedarticles
fourxlto be nmvingor to havekeen
rmvad in interstatecomnerceor to
haveken broughtintotheU.S. in
violationof theAct or of a
quarantineor order. In extraor-
dinary-rgency situations,USDA
may stop intrastateactivityas
wel1.

—

I XITHORITY
AFFECTED

OR DESCRIPTION
GVIDELINE

Pwmms AFFECTED
OR——. I ~ENC!TFS / C.~SS-REFERENCES ,,-.. ‘1 II “
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XJTHORITY
OR

GUIDELINE

Federal NoxicusWeed
Act of 1974
(7USC 2801-2813)

Regulations:

7 CFR 360

T5CASection13

Regulations:
40 CFR 707
19 CFR 12, 127

DESCRIPTION

Authority to issue psrmits
to regulate the nmvemmt of
noxims wseds intoor thrcmgh
theU.S.

Authorityto regulatethe
sale,purchase,tnrter,
exchange,advertisenrsnt,
giving,or receivingof
any noxiousweed.

Subtance iqxmted into the
US nust be in compliance with
TWX.

Ssction13 inprt provisions;
=, cOnpaniesimporting
“chenucalsubstances”to
certifyconpliantewithT.SCA

AFPEmED
PKXXJcrs

OR
PNX.SSSS

“Noxicusweed” is
definedas “any
livingstage
(includingbut
not 1imited to
seedsand repro-
ductiveparts)
of any parasitic
or otherplantof
a kind or sub-
divisionof a
kind,which is of
foreignorigin,
is new to or not
widelyprevalent
in theU.S.,ard
can directlyor
indirectlyinjur~
crops,otheruse-
ful plants,live-
stock,or paltq
or otherinter-
ests of agricul-
ture including
irrigationor -
navigationor tic
fishand wildlife
rescurceaof the
UnitedStatesor
the public
health.”

T.SC%“chemical
substances”

AFFEf!Tso
?GKNCIES

UsDA-APHI:

EPA,
UsDA-APHI:
Treasury
O@.

@A,
UsDA-APHI:
Treasury
Ds@ .

CROSS-REFERENCES

No actionmay be taker
to regulateinterstate
rrovementunlessa
Statealsot~es a
cooperativeactionto
eradicate the noxious
wd in itsState.

FederalPlantPest
Act,Fderal Noxious
W* Act, “Exotic
Organism”Executive
Order11987also regu-
late inports

NOTES

Authorityto seize,q.~arantine,
treat,destroyor otherwjsedispose
of any prcductor articleof any
characterwhatsrxwer,or ,m?ansof
conveyance,which is mo.{ing intoor
thrcughtheU.S. or interstateand
which is believd to be infested@
any noxiousw4, or containsany
noxiousweed,or whichwas infes!xl
or containedanv noxiouswd at
the tiresof nmv~ment.

I

I

I

I

I

I
Mandatoryrequiremsnt.

Ruleswere issuedby Treasllry
I)@partmmt and EPA.

13
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1

N.lTHORITi
OR

Gt31DSLINE

OrganicAct of 1944
Section10l(d)
(7Usc 430)

TSCA,FIFRA,EtClVi,
CleanWaterAct

B. Information
Gathering

FederalS+ Act
(7USC 1551-1611)

Regulations:
7 CFR 201 et seq.

TSCASection4

l?X.ASection8(a)

lSCA.%stion8(d)

DESCRIPTION

Authorityto purchaseand tes
samplesof all tukxulin,
serums,antitoxins,or analo-
gousprcducts,of foreignor
donesticmanufacture,whidr
are sold in theU .S.for the
detection,prevention,treat-
ment or cuteof diseasesof
domesticaninuls.

Environmentalresearchauthor
ity,Lmth intramuralad
extramural

Requiressp?cificrecordkeep-
ingon labeling,importation
and interstatemoverentof
seeds.

AuthorizesEPA to rsquire
Manufacturersby ruleto test
specific“chemicalsubtan~’

4uthorizesEPA to require
manufacturersarxlprocessors
to sutmitinformationon a
>rcduct’sidentity,exposure,
availablehealthand safeby
iata,etc,

luthorizeeEPA to require
mbmissionof healthad
;afetystudieson products
;ubjectto T92A.

AFFmm
PKIXJcrs

OR
PKTXX?.SSES

TSCA “chemical
substances,”
pesticides,
hazardouswastes
air and water
pollutants

Agrialturaland
vegetableseeds

ECA “chemical
Silk tances”

AFFmsD
?G12JCISS

USDA-AX+

fX’A

USDA-APHI

EPA

VA

PA

CROSS-REFERSNC!ES NOTES

The term“treated”meansgivenan
aPP\lcationof a suktor)c?sor
subjectedto a processcJ.?signr+
to rm?ucc,rontrol,or rr.)~.ldifj-
easeorganisms,in%.cf.r,.or other
pestswhichattackSCMIS~r seed-
lingsgrcwingtherefrom.

Discretionaryauthoricy;cruldbe
be uad to requiret4stingof
s~ific Pr*Cts develcp+ thragl
geneticengineering(bothorganism
and chemicalsprcduced~ organ-
isms); cald be used to su~ort
activitiesof otheragen:-ies(e.g.,
OSHA, @se) . No regulatirms
affectingbiotechnologync~ in
effect.

Discretionaryauthorityir.’~okedby
rule;an be usedto supportother
agencies;smalltxxsinessesgener-
allyexenptfmm reporti.ng. No
biotechnologyrulenow in effect.

)~scretionaryauthority ii)uok~

v rule;no biotechnology
lowin effect.

11les
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PiJTHORI’lY
OR

GUIDELINE

~1. AIR MID WATER
FM SSIONS

CleanAir Act
(42USC 7401-7642)

Rqulations:
40 CFR 61

CleanWaterAct
(33USC 1251-1376)

Regulations:

40 CFR 122,125

40 CFR 120,121

40 CFR 401-469

SafeDrinkingWater
Act (SDWA)(42U=
300fet seq.)

Section3009-1

DESCRIPTION

Rrquiresenissionstandards
to be set forhazardcusair
pollutantswherethereis no
applicableambientair quali~
standard.

Setsnationalemission
standardsfor specific
hazardcusair ~llutants

Pollutantdischargeswithat
hlationalPollutantDischarge
EliminationSystem (NPDRS)
permitunlawful. Pollutant
definedto includeliving
organisms;requiresEPA to
establish’effluentlimikation:
for p2intscurces.

NFDES

State
State
rmnts

permitprogram

waterqualitystandards,
certificationrequir+

Effluentguidelinesand
standards’-for categoriesof
pointso.mces

Authorizespromulgationof
maximumcontainmentlevelsfo:
drirkingwaterfrompublic
watersystem.

AFFECW3
PRocucrs

OR
PiOcEssEs

Organism or
byproductsthat
are discharged
intothewaters
of theU .S.

Any physical,
chemical,bio-
logicalor
radiological
substancesor
matterin drink-
ingwater

I !

AFFECTSD
X2SNCIES

EPA

EPA

=A,
States

EPA,
States

SPA,
States

EPA,
States

EPA

CROSS-REFERENCES

Statesestablishwater
qualitystandards.
Statesor EPA issue
permitswhich incor-
poratetechnoloyy-
basedlimitsandwater
guality-basedlimits.

NQTES

Discretionaryauthority;IX?
geneticallyengineeredorqanisms
ncw included,ht couldte set for
biotechnologyproductsif concern
warranted.

Regulationsdevelopedfor drug
rmnufacturers,pesticidei-ranufac-
turersand hospital. (See40 CFR
401-469,&low.)

In@erm?ntAby Statesar.dEPA.
Scurceemployingbiotechnologywill
be requiredto adhereto ~ti~t
restrictions.

Specificbiotechnologycat~ory
not issual,ht surecategories
cculdinvolvebiotechnology
prcducts(e.g., part439, pharma-
ceuticalnmnufacturir%j;part460,
hospitals;and part455,~sti-
cide5).

No geneticallyengineeredbiologi-
cal substancesno,+incluckl.Crmld
be regulatedif itpresentsa kncwr
or anticipatedadverseeffset on
health.

.-
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H.ITHORIIY
OR

(3JIDELINS

Section 300h-1

T!, R@UXP.EMi17TS~R
FEDERALFGSNCIES

NationalEnviromnent.
al PolicyAct (NEPA)
Swtion 102(2)(C)
(42USC 4321-4361)

!legulatitm$:
40 CFR 1500-1508

Em3angeredS~ies
Act bf 1973,as
amnded, SestionF
(16USC 1536)

Regulations:
50 CFR 402

ExeeutiveOrder11987
“ExoticSpecies”

DFXRIPTION

Rqires stateprogramsto
r91ate a~ injectionof any
substanceIntoa wel1; pro-
videsforminimumregulatory
standardsfor suchprograms
in otderto prevefiturder-
grcamdinjectionthatenrlan-
gersdrinkingwater.

Rsquiresall agenciesto pre-
pareenviron~ntalirrpact
stateirentson “majorFsderal
actionssignificantlyaffect-
ing the%nviromrent.”

RsquiresFderal agenciesto
insurethattheiractivities
or prrgramswillnot jeopard-
izethe continualexistence
of a listeds~ies.

OrdersExemtive Agencies(to
extent~rmitted by lm) to
restrictthe impcmationinto
theU .S.,and introductionof
exoticspecintmsintothe
naturalecosystems.

Exemptsfromprovisibnsof
Exemtive Order11987the
introductionor exportation
of exoticspecieswhenUSDA
or U$DI findsthat the intro-
ductionor exportationwill
not havean “adverseeffect
on naturalecosystems.”

AFFEmm
PROUJC’I’S

OR
PRO=SES

Ary substance
injectedinto
the subsurface
througha well

All speciesof
fish,wildlife
and plantslisted
pursuantto the
Emlangered
S@cies Act.

“ExoticS~cies”
is defind to
man all sp2cies
of plantsand
animalsnot
naturally ccmr-
ring,either
presentlyor
historically,in
any ecosystemof
theU .S.

AFFEmErl
/GmcIs

PA

All
Federal
Agencies

All Fe3.
agencies

All Fsrl.
agencies

cRoss-RF.FEmcss

r

m

Adninisterxxlby
Crunci1 on Environ-
mentalQuality

Ccmsultationrequired
with theU.S. Dept.
of the Interioror the
NationalMarineFish-
eriesService.

18

See 40 CFR Parts144,145,ard 146.
If dispoesdof by deepwell injec-
tion,subjectto stringentrequire-
mentsforClassI !+s1.1s regarding
well construction,operation,
nmnitoring,and reporting;if not
a deepwell~ thenwaid k ClassV,
subjectonlyto a gme~al prohibi-
tionon endangermentto drinking
watersmrces.

A~lies only to Federalactions
(e.g., fderally fundedprojectsor
premrket approval).Eachagency
develcpsitsrwn guidelinesor
Ke9UlatiOnSurderthisAct. Pro-
ceduralraquirenmtsqenerallyheld
inapplicableto EPA actions.

Secretav of the Interiorin con-
sultatio~withSecretaryof
Agrialture is requiredto develop
and inplementby ruleor regulaticr
a systemto standardizeand sim-
plifythe requirements,prcce!dures,
and otheractivitiesappropriate
for inplermmtingthe provisionsof
ExecutiveOrder11387. No rulehas
beendeveloped.

k . .
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